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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1 ), (2), and (4) of section 371 (c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 

Claims 7-16 are rejected under 35 U.S.C. 102(b) as being anticipated by WO 
00/08207. 

Claims 7-16 are rejected under 35 U.S.C. 102(e) as being anticipated by Lee (US 
6753159). 

Applicant claims a kit and equipment comprising reagents for determining the 
level of urate in a biological sample. 
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Both WO'207 and US 6753159 teach a method, kit and equipment comprising 
uricase and 3,5-dichloro-2-hydroxybenzenesulfonic acid and 4-aminophenazone for 
determining the level of urate in a biological sample (see WO '207 abstract, p.1 , lines 20- 
p.2,whole page,p.3,lines 13-26,p.4, lines 10-30, p.9, lines 8-25, p. 10, lines 1-7 and see 
US'159, abstract, col. 1, lines 10-67, col. 2, lines 25-30,56-67, col. 3,lines 1-20, col.4, 
lines 1-3, col.5, lines 22-30,50-59). 

Thus, the references anticipate the claimed subject matter. 

Claims 7-16 are rejected under 35 U.S.C. 102(b) as being anticipated by Fossati 
et al. (Clin. Chem, 1980). 

Applicant claims a kit and equipment comprising reagents for determining the 
level of urate in a biological sample. 

Fossati teach a method, kit and equipment comprising uricase and 3,5-dichloro- 
2-hydroxybenzenesulfonic acid and 4-aminophenazone for determining the level of 
urate in a biological sample (see abstract, p.227 column 2, p. 228, 2 nd full paragraph). 

Thus, the references anticipate the claimed subject matter. 

Claims 7-16 are rejected under 35 U.S.C. 102(b) as being anticipated by Owen- 
Smith et al. (The Lancet, 1998). 

Applicant claims a kit and equipment comprising reagents for determining the 
level of urate in a biological sample. 
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Owen-Smith teach a method, kit and equipment comprising the uricase 
colorimetric method determining the level of urate in a biological sample, specifically 
saliva. 

Although, the reference does not teach the specific chromogen, the uricase 
colorimetric method is known in the art to inherently comprise uricase and generally 4- 
aminoantipyrene. Therefore, the reagents of the prior art must inherently have the 
claimed chromogen. 

Thus, the references anticipate the claimed subject matter. 

Claims 7 and 8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Chappell et al. (Am. Journ. Obstet. Gynecol., 2002). 

Applicant claims a kit and equipment comprising reagents for determining the 
level of urate in a biological sample. 

Chappell teach a kit and equipment comprising reagents for determining the level 
of urate in a biological sample (p. 128, col. 2 3 rd paragraph, p. 129, col. 2, 1 st full parag., 
Table II, III). 

Thus, the references anticipate the claimed subject matter. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
each of WO 00/08207, Lee (US 6753159), and Fossati et al. (Clin. Chem, 1980) in view 
of Owen-Smith et al. (The Lancet, 1998) in further view of each of Dunlop et al (Brit. 
Med. Journal, 1978) and Schuster et al. (Gynecol. Obstet. Invest., 1981) and Pipkin 
(Journal of Hypertension, 2004, p.237-239). 

Applicant claims a kit and equipment comprising reagents for determining the 
level of urate in a biological sample. Also claimed is a method for diagnosing pre- 
eclampsia comprising measuring urate in maternal saliva. 

As stated above each of WO'207, US 6753159 and Fossati teach a method, kit 
and equipment comprising uricase and 3,5-dichloro-2-hydroxybenzenesulfonic acid and 
4-aminophenazone for determining the level of urate in a biological sample. 

The references do not teach measuring levels of urate in saliva. 

Owen-Smith teach a method, kit and equipment comprising the uricase 
colorimetric method for determining the level of urate in a biological sample, specifically 
saliva. 



Application/Control Number: 10/560,954 Page 6 

Art Unit: 1657 

While the above references do not teach a method for diagnosis of pre- 
eclampsia comprising measuring urate in maternal saliva, there is a known association 
between measured urate concentration levels in biological samples and pre-eclampsia. 
Maternal plasma urate concentrations above the normal level are generally associated 
with pre-eclampsia. Dunlop teaches such a correlation (see whole article) as does 
Schuster (see abstract) and Pipkin (see p.238, 1 st and 2 nd paragraphs). 

At the time of the claimed invention, it would have been obvious to one of 
ordinary skill in the art to have measured urate levels in maternal saliva in a method for 
diagnosing preeclampsia because the art teaches that there is a clear association 
between urate concentration levels and pre-eclampsia. Further, the art teaches that 
urate is widely distributed in extracellular fluid such as saliva. Thus, it would be obvious 
to one of ordinary skill in the art to use saliva as the biological fluid in the methods of 
WO 00/08207, Lee (US 6753159), or Fossati. 

Moreover, at the time of the claimed invention, one of ordinary skill in the art 
would have been motivated to measure urate in maternal saliva with a reasonable 
expectation for successfully diagnosing pre-eclampsia because the art teaches that 
urate is widely distributed in saliva and that there is an association between urate levels 
and pre-eclampsia. 

Therefore, the invention as whole is prima facie obvious over the prior art. 
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Conclusion 

NO claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to TIFFANY M. GOUGH whose telephone number is 
(571)272-0697. The examiner can normally be reached on M-F 8-5 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on 571-272-0925. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Ralph Gitomer/ 

Primary Examiner, Art Unit 1657 

/Tiffany M Gough/ 
Examiner, Art Unit 1657 
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